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7) E3 Claim(s) 1-17 is/are objected to. 
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DETAILED ACTION 

Claim Objections 

Claims 1-17 are objected to for improper amendments. Bracketing deleted 
material is no longer used in the manner of making amendments. 

Claim 14 is further objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. The claim only 
recites a use of the compounds, which is an intended use limitation, and not given any 
weight. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 17 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for treating pain by inhibiting CB1 does not 
reasonably provide enablement for treatment of all pain. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention commensurate in scope with these claims. 

"The standard for determining whether the specification meets the enablement 
requirement [in accordance with the statute] was cast in the Supreme Court decision of 
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Mineral Separation v. Hyde, 242 U.S. 261, 270 (1916) which postured the question: is 
the experimentation needed to practice the invention undue or unreasonable? That 
standard is still the one to be applied. In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 
1404 (Fed. Cir. 1988). Accordingly, even though the statute does not use the term 
"undue experimentation," it has been interpreted to require that the claimed invention be 
enabled so that any person skilled in the art can make and use the invention without 
undue experimentation. In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 
1988). See also United States v. Telectronics, Inc., 857 F.2d 778, 785, 8 USPQ2d 1217, 
1223 (Fed. Cir. 1988) ("The test of enablement is whether one reasonably skilled in the 
art could make or use the invention from the disclosures in the patent coupled with 
information known in the art without undue experimentation."). A patent need not teach, 
and preferably omits, what is well known in the art. In re Buchner, 929 F.2d 660, 661 , 18 
USPQ2d 1331, 1332 (Fed. Cir. 1991); Hybritech, Inc. v. Monoclonal Antibodies, Inc., 
802 F.2d 1367, 1384, 231 USPQ 81, 94 (Fed. Cir. 1986), cert, denied, 480 U.S. 947 
(1987); and Lindemann Maschinenfabrik GMBH v. American Hoist & Derrick Co., 730 
F.2d 1452, 1463, 221 USPQ 481 , 489 (Fed. Cir. 1984). Determining enablement is a 
question of law based on underlying factual findings. In re Vaeck, 947 F.2d 488, 495, 20 
USPQ2d 1 438, 1 444 (Fed. Cir. 1 991 ); Atlas Powder Co. v. E.I. du Pont de Nemours & 
Co., 750 F.2d 1569, 1576, 224 USPQ 409, 413 (Fed. Cir. 1984)." See M.P.E.P. § 2164. 

In the instant case the rejected claim covers treatment of pain including treatment 
not associated with inhibition of CB1 . In this case the state of the art fails to support the 
notion that compounds active for CB1 or CB2 can treat all pain not associated with CB1 
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or CB2. The specification fails to remedy this deficiency since the specification does 
not provide any disclosure on how that compounds active for CB1 or CB2 can treat all 
pain not associated with CB1 or CB2. 

The examiner understands that there is no requirement that the specification 
disclose every possible embodiment if there is sufficient guidance given by knowledge 
in the art (See M.P.E.P. § 2164.05(a) "[t]he specification need not disclose what is well- 
known to those skilled in the art and preferably omits that which is well-known to those 
skilled and already available to the public. In re Buchner, 929 F.2d 660, 661, 18 
USPQ2d 1331, 1332 (Fed. Cir. 1991); Hybritech, Inc. v. Monoclonal Antibodies, Inc., 
802 F.2d 1367, 1384, 231 USPQ 81, 94 (Fed. Cir. 1986), cert, denied, 480 U.S. 947 
(1987); and Lindemann Maschinenfabrik GMBH v. American Hoist & Derrick Co., 730 
F.2d 1452, 1463, 221 USPQ 481 , 489 (Fed. Cir. 1984)."). 

However, the instant case goes beyond what is known in the art, because the 
specification does not offer any guidance on how one of ordinary skill would go about 
practicing the invention for treatment of pain not associated with CB1 or CB2. . 

Applicant is reminded of the heightened enablement for chemical inventions. 
Specifically, the amount of guidance or direction needed to enable the invention is 
inversely related to the amount of knowledge in the state of the art as well as the 
predictability in the art. In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). 
The "amount of guidance or direction" refers to that information in the application, as 
originally filed, that teaches exactly how to make or use the invention. The more that is 
known in the prior art about the nature of the invention, how to make, and how to use 
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the invention, and the more predictable the art is, the less information needs to be 
explicitly stated in the specification. In contrast, if little is known in the prior art about the 
nature of the invention and the art is unpredictable, the specification would need more 
detail as to how to make and use the invention in order to be enabling. [I]n the field of 
chemistry generally, there may be times when the well-known unpredictability of 
chemical reactions will alone be enough to create a reasonable doubt as to the 
accuracy of a particular broad statement put forward as enabling support for a claim. 
This will especially be the case where the statement is, on its face, contrary to generally 
accepted scientific principles. Most often, additional factors, such as the teachings in 
pertinent references, will be available to substantiate any doubts that the asserted 
scope of objective enablement is in fact commensurate with the scope of protection 
sought and to support any demands based thereon for proof. [Footnote omitted.] 

Here, the requirement for enablement is not met since the claims go far beyond 
the enabling disclosure. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 11, 14, 16 and 17are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

The definition of "R" in claim 11 is missing. 
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It is unclear as to what disorders Applicant's intend by the term "disorders related 
thereto" in claim 17. 

Claims 1 4 and 1 6 provides for the use of the instant compounds but, since the 
claim does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim 16 is rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 10, 1 1, 16 and 17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by GB 2126224 (GB 224). 

GB 664 teaches the following compound that anticipates the rejected compound 

claims: 
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O <!-CH2-Ph 
H 2 N-'(i- (CH2) 3 -Jl- (CH 2 ) s-He 

See attached online CAS citation 100:210422 [retrieved 13 March 2008] from 
STN; Columbus, OH, USA. 

The patent teaches that the disclosed compounds are analgesic agents, see 
page 3, line 46+. 

Claims 1-6, 8, 14 and 15 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Deck et al., Journal of Heterocyclic Chemistry (2000), 37(4), 675-680 
(Deck). 

Deck teaches the following compound that anticipates the rejected claims: 

O CH2-Ph O 
PhNH-'ti-lj— CH2-CH2- <i- NH2 

See attached online CAS citation 134:17456 [retrieved 13 March 2008] from 
STN; Columbus, OH, USA. 

Claims 1-6, 8, 14 and 15 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lee et al., Heterocycles (1994), 38(12), 2605-14 (Lee). 

Lee teaches the following compounds that anticipate the rejected claims: 
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0 H-NHPh 
MeNH-li-CH2-h-CH2-CH-0Me 
Le 



and 



s 



0 H-NHPh 
MeNH-!i-CH2-h-CH2-CH-0Me 
OMe 



OMe 

See attached online CAS citation 122:133069 [retrieved 13 March 2008] from 
STN; Columbus, OH, USA. 

Claims 1, 2, 4-6, 8, 14, 15 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Machacek et al., Collection of Czechoslovak Chemical Communications 
(1987), 52(1), 140-55 (Machacek). 

Machacek teaches the following compounds that anticipate the rejected claims: 



O He O 



PhNH- 



[-'(i-Jj- CH2-l!-WH2 



and 



O He O 



PWJH- 



WHHe 
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See attached online CAS citation 107:197246 [retrieved 13 March 2008] from 
STN; Columbus, OH, USA. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over GB 224. 

GB 224 does not explicitly teach the compounds covered by the reference. 
However, the recited compounds would have been prima facie obvious, given the 
structural similarity between the recited and disclosed compounds. 

Claims 7 and 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
each of Deck, Lee and Machacek. 

Deck, Lee and Machacek do not explicitly teach the compounds covered by the 
reference. However, the recited compounds would have been prima facie obvious, 
given the structural similarity between the recited and disclosed compounds. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karl J. Puttlitz whose telephone number is (571) 272- 
0645. The examiner can normally be reached on Monday to Friday from 9 a.m. to 5 
p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler, can be reached at telephone number (571) 272-0871 . The 
fax phone number for the organization where this application or proceeding is assigned 
is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Karl J. Puttlitz/ 

Primary Examiner, Art Unit 1621 
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